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- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH{S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, nr»ay a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) f^ONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent temi adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 07 May 2007 . 
2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for fonmal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 . 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1-30 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) K1 Claim(s) 1-30 is/are allowed. 

6) n Claim(s) is/are rejected. 

Claim{s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. - 
10)0 The drawing(s) filed on is/are: s)\Z\ accepted or b)[3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)|EI All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) CD Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) 13 Infomiation Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Infomial Patent Application 

Paper No(s)/IVlail Date 9/28/2004 . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20081024 
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DETAILED ACTION 

This office replaces the two previous actions and restarts the period for 
response. 

The disclosure is objected to because of the following informalities: 
Page 2, line 14, page 3, line 17, page 4 line 16, page 5 lines 10-1 1, page 7, 

line 16, pages 8, 9, 11, 13, lines 16-17, and others are illegible and missing terms. 

Applicants are requested to review the entire specification for any other errors. 

Appropriate correction is required. 

In claim 5, line 1 the term "in" appears to be inadvertent. Correction or 

clarification is required. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode conternplated by 
the inventor of carrying out his invention. 

Claims 23, 24, 27 and 28 are rejected under 35 U.S.C. 1 12, first paragraph, 
as based on a disclosure which is not enabling. A positive recitation of process 
steps are critical or essential to the practice of the invention, but not included in the 
claim(s) is not enabled by the disclosure. See In re Mayhew, 527 F.2d 1229, 188 
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USPQ 356 (CCPA 1976). Claims 23, 24, 27 and 28 do not set forth any steps 
involved in the method/process so as to enable one to make or use the recited 
invention. 

Claims 1-30 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for pyrimidine, imidazole, pyridine, piperidine 
and benzopyran, it does not reasonably provide enablement for the broader scope 
in claims 1-30. The specification does not enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to use the invention 
commensurate in scope with these claims. Specification provides no guidance as to 
what other rings might be suitable and there is no basis in the prior art directed to 
similar compounds having the same activity as herein. 

Scope of heteroalkyl, heteroarylacyl, heteroaryl, heteroaryloxy, 
aminoheteroaryl, thioheteroaryl, and heteroarylalkyl is not adequately enabled. A 
review of the specification shows only pyrimidine, imidazole, pyridine, piperidine 
and benzopyran substituted compounds as representative of actual working 
examples. 

The hmited data provides no clear evaluation of how the remaining scope 
with up to 4+ hetero atoms in any array and degree of unsaturation are made or 
might affect potency to a large or small degree. 
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Applicants have failed to establish that the compounds tested are structurally 
and functionally similar to those tested herein or to known compounds having the 
same activities. 

There is thus no reasonable basis for assuming that the myriad of 
compounds embraced by the claims will all share the same physiological properties 
since they are so structurally dissimilar as to be chemically non-equivalent. Note Li 
re Surrey 151 USPQ 724 regarding sufficiency of disclosure for a Markush group. 
Also see MPEP 2164.03 for enablement requirements in cases directed to 
structure- sensitive arts such as the pharmaceutical art. Also note the criteria for 
enablement as set out in In re Wands cited in MPEP 2164.01(a), August 2000 
edition. Thus given the breadth of the claims, the level of unpredictability in the art 
and the lack of direction (i.e. working examples) provided as to what other ring 
systems might work this rejection is applied. 

The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 

Claims 1-30 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly poiiit out and distinctly claim the subject matter 
which applicant regards as the invention. 



Application/Control Number: 10/509,092 Page 5 

Art Unit: 1625 

Though clearly one of ordinary skill in the art could identify much of what is 
within the scope of the R1-R7 the delineation between what is and what is not 
claimed has not been circumscribed. That is, all of what is claimed is not 
identifiable. In the claims one of the definitions heteroalkyl, heteroarylacyl, 
heteroaryl, and heteroarylalkyl is also an optional substituent on the heteroalkyl, 
heteroarylacyl, heteroaryl, and heteroarylalkyl group. The specification only 
provides 5 somewhat structurally related examples of what these terms may 
signify, but does not limit heteroalkyl, heteroarylacyl, heteroaryl, and 
heteroarylalkyl to any particular definition. The delineation between claimed 
subject matter and imclaimed subject matter is unclear from a reading of the claims 
in light of the specification. More than one definition of the general term 
"heterocyclic" or "heterocycle" is accepted by those of ordinary skill in the art of 
organic chemistry. Some consider cyclic organic compounds wherein at least one 
carbon atom is replaced by sulfur, oxygen or nitrogen to be heterocyclic 
compounds, while others of ordinary skill include selenium, tellurium, boron or tin 
containing rings to be within the scope of the term "heterocyclic" as it is 
commonly used, and some definitions of "heterocyclic" do not require carbon to 
present at all. 

The examiner directs applicants' attention to the following three references: 
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On page 282 of the McGraw-Hill Dictionary of Chemical Terms(1990), the 
definition of "heterocyclic compound" is a compound in which the ring structure is 
a combination of more than one kind of atom. On page 490 of the Concise 
Encyclopedia Chemistry (1993), the definition of "heterocycles" is cyclic 
hydrocarbon compounds in which the ring consists of carbon and at least one other 
element, usually, N, O or S. The definition goes on to explain that the possibilities 
for synthesis are nearly unlimited, and that compounds wherein the heteroatoms 
are of elements like phosphorous, arsenic, selenium, and tellurium are being 
incorporated with increasing fi-equency. On page 594 of Hawley's Condensed 
Chemical Dictionary (1993), "heterocyclic" is defined as a closed-ring structure, 
usually, either 5 or 6 members, in which one or more of the atoms in the ring is an 
element other than carbon, e.g, sulfiir, nitrogen, etc. These three definitions should 
make it abundantly clear that there is no one specific and exact definition of the 
word "heterocyclic," thus when this term is present as a claim limitation, the metes 
and bounds of protection are not pointed out and distinctly claimed. Though the 
three above-cited definitions of the term have some shared aspects, chemists of 
ordinary skill would not necessarily agree on the fiill scope and meaning of the 
term "heterocyclic." 
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Claims 23, 24, 27 and 28 are rejected under 35 U.S.C. 1 12, second 
paragraph, as being incomplete for omitting essential steps, such omission 
amounting to a gap between the steps. See MPEP § 2172.01. The omitted steps 
are: Claim s 23, 24, 27 and 28 provide for the use of compound of claim 1, but, 
since the claim does not set forth any steps involved in the method/process, it is 
unclear what method/process applicant is intending to encompass. A claim is 
indefinite where it merely recites a use without any active, positive steps delimiting 
how this use is actually practiced. 

Claims 3 and 29 recite limitations, in claim 3 "... to form monocyclic or 
bicyclic ring structure. . .", in claim 29 "...formula IV or formula VI...", for which 
there is insufficient antecedent basis in claim 1 fi-om which they depend. 

Claim 1 1 is rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In the second line, last phrase it is not clear what " at least one" is refers to. 

Claim 28 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 
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The claim employs the term 'derivativatised' which is ambiguous since 
derivative is referring to material "derived" from the named polystyrene. 
It is indefinite what these further derivatizations may be. . 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 

all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the 
time the invention was made to a person having ordinary skill in the art to 
which said subject matter pertains. Patentability shall not be negatived by 
the manner in which the invention was made. 

Claims 1-30 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Aoki et al US 5719291 and Hirschmann et al US 6197963. 

Aoki et al teach pyran compounds corresponding to the claimed compounds 
where, e.g., Rl is H, R5 R6 R7 is H, R2 is -NC02-alkyl or CO-alkyl. See, for 
example, column 1 lines 25-70, column 2 lines 39-45. Hirschmann et al also teach 
analogous compounds. 

Hirschmann et al teach pyran compounds corresponding to those claimed 
wherein, for example, Rl is OCH3, R5 is an amine. See column 4 lines 40-65, 
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column 5 lines 1-55, See, for example, column 1 1 lines 40- 65 column 12 lines 37- 
65, column 14 lines 15-28, columns 10-12, including Table I. 

As the substituents of Hirschmann et al are of comparable scope to those 
recited in the claims any differences would have been obvious to one of ordinary 
skill in the art due to the close structural relationship of the compounds. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Raymond Covington whose telephone number 
is (57 1 ) 272-068 1 . The examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Janet Andres at telephone number (571) 272-0867. 

The fax phone nimiber for the organization where this application or 
proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see http://pair- 
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direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



/Janet L. Andres/ 

Supervisory Patent Examiner, Art Unit 1625 
/R. C./ 

Examiner, Art Unit 1625 
RKC 



